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~u~ie~~~ applied ce~costeroids can be absorbed in suffi- 
cient ammmt6 to produce systemic e&&4: (See PRECAU- 
TIONS.1 
~~~A~~ ANzt ~~~~~~~ 
fbrone E ~~~~~6~~ Cream shovId be applied to tke affected 
a~eae as a thin fdm from 0zx.t to three times da& depending 
on the severity or reaistat nature of the conditiun. 
Occlusive dressings may be used for the management of 
psoriasis or redcitrrmt conditione. 
If aa infection develops, the rise of occlusive dressings 
should be discontinued and approp~ate antimicrobial ther- 
apy aviated. 
HOW SUPPLDEEI 

Each gram of If&ton& ~kydraco~~sone~ Cream 2 r/e% con- 
tains 26 mg of ky~o~~~sone in a water-washable base of 
pulled water, proFy~ene glyd, giyceryl monastearate SE, 
cholesterol and related sterols, isopropyl myristate, polysor- 
bate 60, c&y1 alcohol, aorbitan monostearate, polyoxyl 40 
stearate and sorbic acid. 
Each mi., of Bytoae ~ky~oco~~so~e~ Lotion 2 “&% contains 
25 mg of hydrcxxdk3arae in a vehicle consisting of carbomer 
940, propylene gIyco& polysorbate 40, propylene g&co1 stea 
rate, eko~estero~ and related sterok., isopropyl myristate 
sorbitan paknitate, cetyj alcohol, triethanolamine, sorbpi( 
acid, simetkicone, and pnrified water. 
ChemicaIIy, hydrocort~sone is [Pregn-4-ene-3,20-dione 
1X,17,21- trikydroxy-, (I@)-1 with the molecular form& 
(CzzH9005) and is represented by the f&owing strnctnra 
kU-Tda: 

Its molecular weight is 362.47 and its CAS Registry &XIX 
her is @b23-1. The topical corticosteroids, including hydrc 
cartjsone, com&itut.e a class of primarily synthetic steroid3 
used as anti-in~ammato~ and aatipruritic agents. 
CrnCAL P-COLOGY 
~~ic~~ co~jeos~ro~ds &are a~t~-~~ammato~, antipru 
I+&, and vasoconstrictive actions. Tke aeekanism of anti 
~flammato~ activity of the topical corticosteraids is na 
clear. Various laboratory methods, including vasoe~nstri&o 
assays, sire used to compare and predict potencies and/o 
clinkd effiedes of tke topical corticosteroids. Tkere is Born 
evidence to suggest that a recognizable correlation exist 
between vasoconstrictar potency and therapeutic ef&aey i. 
man. 
~~e~e~~i~eti~e~ ‘i%e extent of percutaneous absorption t 
topical corticosteroids is determined by merry factors in&c 
ing tke vekicb, the integrity of tke epidermaf barrier, an 
the use of occlusive dressings. 
Topical co~~co~~ro~ds can be absorbed from normal inten 
skin. Mammation a&or otker disease processes in tb 
skin increase pe~uWeous absorption. Oc&sive dreg&n@ 
s~bst~t~e~y increase the percutaneous absorption of top 
d co~jcoste~~ds. Tkus, occhrsive dressings may be a vab 
abh therapeutic adjunct for treatment of resistant derm; 
taaea. 

Once absorbed tbrongk the skin, topical corticosteroids are 
handled tkrougk ~k~rnaco~e~e patkway~ simimr,to sys- 

micdly administered corticosteroids. ~o~icos~ro~ds are 
lund to plasma proteins in varying degrees. Corticoster- 
ds are metabolized primarily in tke liver and are then ex- 
eted by tkc kidneys. Some of the topical corticostereids 
id their motabo~~tes ars also excreted into the bile. 

,picaI co~~~os~~ids are indicated for the relief of tke in- 
-tory and pruritic manifestations of corticosteroid- 
?sponsive dermatoses. 

~~~CA~~NS 
o~ica~ eortieosteroids are contraindicated in tkose patients 
;It-h a history of hypersensitivity to any of the components 
I the preparation. 

‘RECAUWONS 
enerel: Systemic absorption of topical corticosteroids has 
rodwed reversible h~t~~a~c-pituitaa~e~~ (EPA1 
&3 snpprsssion, ma&estations of Cuskin& syndrome, ky- 
erglyoemia, and glncostia in some patients. 
onditions whick augment systemic absorption include the 
nplication of the more potent steroids, use over large sw- 
ice areas, prolonged use, and tke addition of occlusive 
ressings. 
kerefure, patients reeeiviog a k-u-ge dose of a potent topical 
ten&$ applied to a large surface area or under ~II occkrsive 
yessing should be evaluated periodically for evidence of 
lPA axis suppression by nsing tke urinary free cortisol. and 
i t?%% Stirnd&tiOn tC!StS. If HPA. sxip, SU@FC%SiOB iS nQt+& 
n attempt should be made to withdraw the drug, to reduce 
be frequency of application, or to substitute a iess potent 
teroid. 
tecovery of EPA ax& function is generaky prompt and com- 
rlete upon discorktinuation of the drug. InfRquently, signs 
t.nd symptoms of steroid withdrawal may occnr, requiring 
luppiementd systemic corticosteroids. 
Thildre~ may absorb proportiona@ larger amounts of top- 
cal corticosteroids and thus be more susceptible to sysbmic 
roxieity be Pediatric Usel. 
if hritation develops, topical carticosteroids skould be dig 
:ontlnued and appropriate therapy instituted. 
[n the presence of dermatological infections, the use of ar 
~pproptiate antifungal er antibacterial agent should be in. 
,tituted, If 9 favorable response does not occur prom&y, the 
*orticosteroid shotid be discontinued untti tke infection has 
Been adequately cantroBed, 
nfwmetion for the Pat$enti Patients using topical corticos- 
,eroids should receive tke foEowing information and in- 
&ructions: 
L. This medication is to be used as &Wed by the physician. 

It is fer external use only. Avoid contact with tke eyes. 
1. Patients should be advised not to utie this medication for 

Amy disorder other than for wkich it was prescribed. 
3. The treated skin area should not be bandaged or other 

wise covered or wrapped as to be occlusive unleSra directei 
by tke pkysician. ’ 

4. Patients should report any signs of local adverse reae 
tions, especially under occlusive dressing. 

5- Parents of pediatric patients shouid be advised not to rise 
tight-fitting diapers or plastic pants on a c&Id be& 
treated in the diaper area, as these garments may corn&i 
tute occlusive dressings. 

Laboratory Tests: The following tests may be helpful ir 
evaluating the WA axis suppression: 

73rimsy free cortisol test 
ACTH stimulation test 

Carcinogeneels, ~~tege~esis arrd Impairment of Fert3llt~ 
Long-term animal studies have not been performed to evaI 
uate the carcinogenic potential or the effect on fertility o 
topical corticosteroids. 
Studies to determine mutagenicity with prednisolone am 
kydrocortisone kave revealed negative results. 
Pregnancy: %??ratogenic Eficts: Pregnancy Category C: Cor 
ticosteroids are generally teratogenic in laboratory animal 
when administered systemically at relatively low dosag< 
levels. The more potent corticoste~oids have been shown tl 
be teratogenic after dermrtl appkcation in laboratory ani 
ma&. There are no adequate and we&controlled sixdies i: 
pregnant women on teratogenic effects from topically ap 
plied corticcsteroids. Therefore, topical corticosteroid 
should be used during pregnancy anly if the potential her 
efit justifies the potential rislr to the fetus. Drugs of tfii 
class should not be used extensively on pregnant patienti 
in large amounts, or for prolonged periods of time. 
Nursing Mother% It k not known whether topical adminir 
tration of corticosteroids could reauit in suf&ieat systim: 
absorption to produce detsctsbie quantities in breast mill 
Systemica@ administered corticosteroids are secreted ini 
breast mi& in quantities not kkely to have a deleterious e 
feet on ibe infant. Nevertheless, caution skonld be exerciee 
when topical corticosteroids are administered to a nursir 
woman. 


